Objective: To translate, transcultural adapt, and validate the "CollaboRATE" measure and the "Ask 3 Questions" intervention in Argentina, allowing us to quantify the degree of use and implementation of shared decision making (SDM).
| INTRODUC TI ON
Shared Decision Making (SDM) is a process in which health-care teams work together with patients to make preventive, diagnostic and therapeutic health decisions based on the best clinical evidence available, while at the same time maintaining the patients well-informed and respecting their preferences and values. [1] [2] [3] [4] [5] Evidence suggests that patients who become involved in the decision-making process regarding their health-care obtain better results and experience more satisfaction with the overall care experience than those who take a more passive role. [6] [7] [8] A Cochrane review of 115 studies (including a total of over 34 000 patients) concluded that there is sufficient evidence to suggest that SDM contributes to a better understanding on the part of patients with respect to the different options offered by their health-care provider.
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The growing interest in SDM has been accompanied by an increased need to assess this process. A close look at the literature reveals that these instruments can be divided into two principal subcategories: (a) those that seek the most "objective" assessment possible, through the participation of external observers; [11] [12] [13] [14] [15] and (b) those that emphasize the perceptions of health-care users [16] [17] [18] (some of these also include the perceptions of health-care providers).
The overwhelming majority of instruments that emphasize the perception of health-care users are self-administered (by the patients themselves) and quite extensive, which makes their implementation difficult in clinical settings. In this sense, the length of these instruments difficults their routinely use in clinical practice limiting timely feedback to health-care providers, which would help them modify their practice.
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In order to address this issue, Elwyn 
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There are some studies that suggest that SDM (measured with other tools) might be associated with better outcomes related to decisional conflict and patient satisfaction but it is unclear whether this relates to clinical outcomes. [22] [23] [24] [25] We believe that the CollaboRATE and the "Ask 3 Questions"
have key features that we consider important for a shared decisionmaking instrument: they are short and take little time to apply, allowing a timely feedback. The questions are open and subjective enough to be used in diverse settings, and they were developed by research groups that have experience in the development of other, lengthier, instruments.
12 Therefore, we think this might be the kind of tools needed to assess SDM.
| RE S E ARCH R ATIONALE
Although a number of articles have been published reflecting on the notion of SDM, 26, 27 we were unable to find any that assessed the implementation of SDM in Argentina or that examined physicians' or patients' levels of SDM involvement.
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Therefore, we concluded that the translation, transcultural adaptation and validation of the "CollaboRATE" and "Ask 3 Questions" measures-given their manageable length, fast application and possibility for immediate feedback-would allow us to quantify the degree of use and implementation of SDM in our practice. These measurements could be useful in the monitoring of policies to increase SDM uptake and health-care quality in Argentina and Latin America.
| OBJEC TIVE S
To translate into Spanish, transcultural adapt, and validate the CollaboRATE measure and the "Ask 3 Questions" intervention in Argentina.
| ME THODS

| Instruments
Three instruments were used as follows: the two original "Ask 3
Questions" intervention (one for physicians and the other for pa- 
| Overall design
Two processes were carried out as follows:
• The translation and transcultural adaptation process, in which translations were produced and then adapted to the variant of Spanish used in Argentina. The research team participated in this process and carried out cognitive interviews.
• The validation process, in which 56 questionnaires were distributed to patient-physician pairs and completed, the results of which were subsequently analysed.
Both processes are described below.
| Phase 1: translation process
The first step was to solicit the services of two independent translators This committee was composed by the two translators, the lead researcher and three SDM experts.
As part of the second step, a back-translation of the "preliminar_1" version was done. The same methodology was employed, the only difference being that in this step the translators were both native English speakers. Two back-translated English versions were obtained.
The third step consisted of assessing, comparing and synthesizing a final version ("preliminar_2") from all the preliminary versions (the original questionnaire, the "preliminar_1" version, and both English backtranslations). This was carried out by a committee composed of the lead researcher and three SDM experts. From this process, the "preliminar_3" version was obtained.
| Phase 2: transcultural adaptation process
The fourth step involved administering the "preliminar_3" version to Aires. This health centre offers free health-care services to a primarily low-income population with lower educational levels, who tend to reside in the nearby community.
The interviews were conducted in these two locations to assure that the questionnaires could be successfully interpreted by respondents with varying levels of education.
| Validation process
We used the same methodology to validate the three questionnaires.
Between September and December of 2015, 56 clinical outpatient visits were selected, 30 of which comprised the area of family medicine and primary care (with primary care physicians); the remaining 26 were visits with specialists (endocrinology, dermatology, general surgery, pulmonology and arterial hypertension).
| Population
Physician-patient pairs were invited to participate following their scheduled visits at the outpatient clinics for clients of the private insurance plan of the Hospital Italiano de Buenos Aires.
| Sample
We based our decision regarding the final sample size of 56 on the consensus found in the specialized literature which indicates that if n is <100, there should be at least 10 completed surveys per item, 29 and n should never be smaller than 50. 
| Clinical visit selection process
Two times a week over the course of 2 months, the lead researcher visited the outpatient clinic to administer the "CollaboRATE" measure and the "Ask 3 questions" intervention.
Depending on the time of day, she recruited respondents either on the first or the second floor of the clinic (primary care physicians attend on the first floor, whereas specialists have their offices in the second floor).
Between three and eight questionnaires were administered each day to physician-patient pairs according to the following procedure:
The lead researcher invited the patient to anonymously participate in the study after her/his health visit was completed. Once a patient agreed to participate in the study and completed the intervention, the researcher proceeded to invite the patient's physician to complete them as well. The patient and the physician completed their respective measure and intervention in separate rooms, as soon as the visit ended, so they could both remember it (physicians are usually inside their offices and patients in the waiting room).
Neither party was informed of the other's responses. Instruments were given to patient-physician pairs only. Physicians knew that patients were asked to participate, but they did not know which patients participated in the research, although only three patients refused to participate. 
| Construct validity
Construct validity was evaluated by a principal component analysis (PCA), taking into account the total variance and the adequacy of a unidimensional model. 25, 31 This was based on the assumption that each item on the questionnaires load on a single factor. Sampling adequacy was determined using the following measures (see Table 1 ): (a) Bartlett's sphericity test, which at significant levels expresses strong correlation among the included variables, 25 indicating that factor analysis is appropriate; (b) Keyser, Meyer and Olkin (KMO) values, which were found to be acceptable (>0.7) 26 for the "CollaboRATE" measure and "Ask 3 Questions" intervention(for patients).
Regarding the "Ask 3 Questions" intervention for physicians,
given that the KMO value was acceptable albeit slightly lower (0.62), sampling adequacy was also assessed using anti-image correlation matrix diagonals, which set a minimum threshold of 0.5 to determine the appropriateness of exploratory factor analysis 32 (see Table 1 ).
| Reliability
Internal consistency reliability was estimated by calculating Cronbach's alpha for each scale, considering that the minimum acceptable coefficient varies between 0.6 and 0.7, 25 and that a value of 0.6 may be considered acceptable if there are fewer than 10 items in the scale.
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With respect to criterion validity, the research team hypothesized that there would be correlation (applying Pearson's coefficient) between the results obtained by the "CollaboRATE" measure (the version for patients that had already been validated) and those obtained by the "Ask 3 Questions" intervention for patients, given that both instruments were intended to measure the same construct. It was not expected that such correlation would be found with the "Ask 3 Questions" intervention for physicians.
Given that a strong inter-item correlation was found for the "CollaboRATE" measure, we attempted to identify the most effective question from a mathematical point of view (ie, the question that generated the most complete information), by evaluating the correlation of each item vs the adjusted total excluding that item ("adjusted item total") and Cronbach's alpha coefficient after excluding that item. Once the most effective question was identified using this method, the Pearson correlation coefficient of the item with the full-form measure was verified. 
TA B L E 1 Indexes of adequacy of the matrix for factor analysis
| RE SULTS
| Translation and transcultural adaptation process
Throughout the translation process, discrepancies among the translators were discussed in research committee meetings, to assure that the adaptation of each term would permit comprehension by the local population.
Regarding the "CollaboRATE" measure, the translators initially respected the syntactical structure of the original English version whenever its equivalent was acceptable in Spanish. For example, "how much effort was made" was translated as "cuánto esfuerzo se hizo." However, during the cognitive interviews, the respondents noted that this phrasing was "difficult to understand" or "unclear," and concluded that "it would be better to specify that the question is asking how much effort was made by the physician." For this reason, in the final version, the research team decided to adopt a phrasing that would make clear the fact that the effort was to be attributed to the healthcare professional. Therefore, these questions were reformulated as follows: "cuánto esfuerzo hizo el médico" ("how much effort did the physician make").
As for the "Ask 3 Questions" intervention, both the version for what was important for them and assess whether the physician had addressed that issue in the interview, and therefore, it was not modified in the final Spanish version. The two instruments are available in the Appendix S1.
| Validation
As discussed above, the sample was determined to be adequate for the validation of the three questionnaires (see Methods section and KMO values, Bartlett's test, and anti-image correlation matrix diagonal values in Table 1 ).
| Regarding the three instruments
Construct validity
We verified the unidimensionality of the measure and intervention using a principal component analysis (PCA), considering the following criteria recommended in the literature (see Table 2 ):
Kaiser criterion:
Only factors with an eigenvalue >1 in the first analysis are retained. 34 Given that one of the limits of this method is its arbitrary nature (since a factor with an eigenvalue of 1.01 can be separated from another factor with an eigenvalue of 0.99), 26 we show the values of the first and second eigenvalues in Table 2 to demonstrate their difference and to confirm that no second eigenvalue is close to the threshold of unity. 35 : Considers that the variance explained by the first component or factor is >40%.
Carmine's criterion
Hattie criterion
36 : This measure suggests that unidimensionality can be assessed by obtaining a relatively high value upon calculating the ratio of the difference between the first and second eigenvalues divided by the difference between the second and third eigenvalues. We accepted a value >3. 
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Methods of analysis
TA B L E 2 Validity and reliability of both instruments
Gorsuch criterion
which are essential to the construct will be retained.
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Factor loadings were >0.55 in all cases (see Table 2 ). This is important to consider when reducing data, 40 as it demonstrates how appropriate the reduction is, in that all variables attain an acceptable level of saturation with respect to the factor or factors to be retained.
Reliability
Promising results were obtained from the instruments with respect to their reliability. We found the following results for each instrument: 0.77 for the "Ask 3 questions" for patients, 0.69 for the "Ask 3 questions" for physicians and 98.3 for the CollaboRATE. These results were acceptable according to our predefined criteria for the Ask 3 questions intervention and excellent for the CollaboRATE.
(see Table 2 and Methods section).
Below, we will discuss the individual characteristics of each questionnaire:
| Regarding the "Ask 3 Questions" intervention
Concurrent criterion validity
To evaluate the concurrent criterion validity of the "Ask 3 Questions" intervention for patients and for physicians, each with a length of four questions, we calculated the Pearson correlation coefficient for the mean results of both questionnaires with the mean results of the already validated "CollaboRATE" measure. 20 We obtained a correlation of 0.365 with the version for patients, which we took to be reasonably strong for independent scales in our experience, and significant (P < 0.006), but not significant (P = 0.134) for the version for physicians (see Discussion section).
| Regarding the "CollaboRATE" measure and the use of a single question
Given the high correlation among the items on the "CollaboRATE" measure, considering the "adjusted item total" and "Cronbach's alpha if the item is eliminated," we could verify that the element that best summarized the complete information from the questionnaire from a mathematical point of view was the second item (see Appendix S1). We verified that the Pearson correlation coefficient for this item with the mean of the items of the full-form measure was very strong (0.994) and highly significant (<0.0001; see Discussion section).
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| D ISCUSS I ON
We obtained validated versions in Spanish of the CollaboRATE measure and "Ask 3 Questions" interventions that were tested in a primary care sample of 56 participants. Both instruments presented adequate reliability and construct and criterion validity.
We believe that the process of translation and transcultural adaptation has allowed us to identify what types of questions were easier for our patients to understand. In our experience, people needed more detailed information to answer the questions. As we mentioned above, we had to add a few more explanations to the Nonetheless, it must be pointed out that one of the weaknesses of the validation process was that it was carried out with an overwhelmingly middle-class urban/suburban population. Therefore, the validity of the measure and intervention for other populations must be eventually assessed, such as the case of low-income groups.
Furthermore, an external reviewer highlighted that the translation is neutral enough to be used or tested in other Spanish-speaking countries. The response rate was high. We had concerns regarding the sample size, but we followed the recommendations by the specialized bibliography. Regarding the exploratory factorial analysis of the surveys used to demonstrate unidimensionality, Streiner 29 states:
"There should be an absolute minimum of five subjects per variable, with the proviso that there are at least 100 subjects. If there are fewer than 100, then the ratio should be closer to 10:1." Our ratio was 14:1 in the "Ask 3 questions" and 18:1 for the CollaboRATE Questionnaire.
On the other hand, Hair states 30 : "Regarding the sample size question, the researcher generally would not factor analyze a sample of fewer than 50 observations." This was also taken into account. In regard to the reliability analysis with Cronbach's alpha, we propose the same sample requirements. 42, 43 We reached an adequate sample size according to our bibliography. 29, 30 Lastly, it should be noted that considering the results obtained by our study (see Results section) and taking into account questions raised in the literature, 36 future research should evaluate whether to use the full-form "CollaboRATE" measure, translated and validated in Spanish or to use the second question alone. This is because, from a mathematical point of view, the second question effectively summarizes the information that the full-form instrument seeks to obtain.
Even though this is suggested by statistical methods and it might relate to the fact that question 2 includes "options" (part of question 1) and "for me" (part of question 3), the full questionnaire might be more representative of the complete experience of shared decision making, especially for question 3, which highlights the need to focus on the things that matter to patients.
We would expect that our contribution in the development of these locally validated tools can allow the Spanish-speaking researchers and other stakeholders when assessing the implementation of SDM. We understand that it might be necessary to conduct further research to assess the transferability of these tools in other regions in Latin America and for individuals living in low-income settings.
| CON CLUS IONS
The purpose of this study was to obtain the translated and culturally adapted versions of the "CollaboRATE" measure and "Ask 3
Questions" intervention and validate them in Argentina. The instruments appear to have been accepted by local respondents, confirming their flexibility in adapting to local realities.
This allows us to conclude that we have obtained valid and reliable Spanish versions of these instruments. At the same time, these versions can be used for the assessment of Shared Decision Making in clinical visits, and to obtain new information which could help implementation of Shared Decision Making.
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